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-- The MAILING DATE of this communication appears on the c ver sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 23 December 2002 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) £3 Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 1-20 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some*c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attach ment(s) 

1 ) [3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) D Other: 

O.S. Patent and Trademark Office ' ~ 

PTO-326 (Rev. 04-01 ) Office Action Summary Part of Paper No. 22 
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DETAILED ACTION 

The Request for a Continued Examination (RCE) under 37 CFR 1.114 filed on December 
23, 2002 based on parent Application No. 09/351985 is acceptable and a RCE has been 
established. An action on the RCE follows. 

Claim Rejections 35 U.S.C. 112 

1. Claims 10 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

2. The term "extended" in claim 10 is a relative term which renders the claim indefinite. 
The term "extended" is not defined by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be reasonably 
appraised of the scope of the invention. The claim is indefinite as to the releasing time of growth 
factor. 

3. Claim 10 recites "and capable of releasing the same" It is not clear what the "the same" is 
referred to, "the thrombocytes or thrombocyte fragments," or "growth factors," or both. The 
claim is indefinite as the meaning of "the same." 

Claim Rejections 35 US. C. - 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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5. Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over both Read et 
al. (US 5,902,608 of record) and Patat et al. (US 5,589,462 of record) in view of Delmas (US 
5,618,663 of record), Dimoudis et al. (US 5,980,888) 

6. Read et al. teaches a surgical composition comprising thrombocytes (blood platelet) 
containing growth factor. The composition is sterile. Deep-freezing and/or lyophilization prepare 
the thrombocytes. See, particularly, the abstract, the claims and the example 1 on column 5. Note 
the deep-freezing and /or lyophilization process does not require the addition of albumin. See the 
claims. Patat et al. teaches a medicinal product for topical application for the promotion of 
wound healing, which comprising frozen growth factor containing thrombocytes. See, 
particularly, the abstract, column 1, line 49 bridging column 2, line 7, column 2, line 21 bridging 
column 3, linel4 and column 6,lines 24-31. The freezing temperature is below -15 °C. See, 
particularly, column 4, lines 31-36. The reference teaches that thrombocytes are known to be one 
of the principal sources of growth factors. See, column 1, lines 54-64. Growth factors along with 
other components such as fibronectin, thrombin and collagen are known to be useful for 
promoting wound healing. See, particularly, column 1, lines 5-41. The reference teaches that the 
platelet (thrombocyte) enriched plasma contains about 10 8 to 5xl0 8 thrombocytes. See, column 
4, lines 13-29. The reference further teaches that the medicinal product contains other 
components normally present in a platelet extract, e.g., protein, fibrinogen. See, column 3, lines 
6-24. 

The primary references do not expressly teach inactivation of viruses with the 
thrombocytes or the employment of additional epithelial cells and/or keratinocytes and/or 
embryonic and/or fetal cells and/or liposomes and lyophilization of thrombocytes. 
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However, Delmas teaches inactivation of viruses with a thrombocyte product for healing 
is necessary. See, particularly, column 6, lines 35-46. Dimoudis et al. teach that epithelial cell is 
known to be useful in wound healing composition. See the title and the abstract. 

Therefore, it would have been prima facie obvious to a person of ordinary skill in the art, 
at the time the claimed the invention was made, to make a sterile platelet factor enriched 
thrombocyte compositions with inactivation of viruses and by the addition of other known 
wound healing components such as epithelial cell. 

A person of ordinary skill in the art would have been motivated to make a sterile platelet 
factor enriched thrombocyte compositions with inactivation of viruses and by the addition of 
other known wound healing components such as epithelial cell because both using thrombocytes 
or the growth factor extract from the thrombocytes for wound healing is known. The inactivation 
of viruses is well known to be necessary for any topical wound healing composition to avoid any 
possible transmission of disease. The addition of epithelial cells is seen to be obvious since 
epithelial cells are known to be useful in would healing composition. The combination of the 
above known ingredients is seen to be obvious because it is prima facie obvious to combine two 
or more components each of which is taught in the prior art to be useful for same purpose in 
order to form third composition that is to be used for very the same purpose; idea of combining 
them flows logically from their having been individually taught in prior art; thus, the claimed 
invention which is a combination of two known germicides sets forth prima facie obvious subject 
matter. See In re Kerkhoven , 205 USPQ 1069. With regard to the limitation of the presence of a 
thrombocyte activating stimulus selected from the group consisting of collagen, thrombin, 
trypsin, ADP, serotonin and andrenalin, note, collagen, thrombin etc. are well known 
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physiological activators which activate platelet to release growth factor. See, column 5, line28- 
3 1 in Delmas. Further it is known that exogenous thrombin is known to be useful together with 
platelet composition and thrombin coagulable protein. Particularly, immediately before the 
usage, adding thrombin to platelet composition is known. In fact, the feature of the composition 
disclosed by Patat is that it combines haemostatic and adhesive properties of concentrates of 
thrombin -coagulable proteins and the platelet extract. See, column 1-3, particularly, column 2, 
lines 55-59 and column 5, lines 21-30. Therefore, it would have been prima facie obvious to a 
person of ordinary skill in the art, at the time the claimed the invention was made, to make a 
composition comprising platelet, thrombin coagulable protein such as fibrinogen, and thrombin 
for wound healing. 

Regarding claim 10, the employment of a composition known to be useful for promoting 
wound healing for wound healing is seen to be obvious. The optimization of a result effective 
parameter, e.g., releasing time of active ingredients in a pharmaceutical composition, is 
considered within the skill of the artisan. See, In re Boesch and Slanev (CCPA) 204 USPQ 215. 

Response to the Arguments 

Applicants' amendments and remarks submitted December 23, 2002 have been fully 
considered, but are not persuasive. 

Applicants argue that the instant claims with limitation "absence of a cryoprotective 
amount of albumin" are not obvious over the cited references. The argument is improper in that 
it states that the addition of albumin in the deep-freezing/lyophilization process is necessary in 
Read's method. Read states in column 3 "Care must be taken to stabilize the platelet preparation 
prior to drying, as an unacceptable level of platelet lysis may otherwise occur. Stabilization may 
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be carried out by suspending the platelet s in a solution containing a suitable water replacing 
molecule (or stabilizers"), such as albumin or trehalose, and then drying the solution." 
(emphasis added). In view of the statement, it is obvious that albumin is not the only water 
replacing molecule known in the art, and it would have been within the skill of artisan to find 
water replacing molecule other than the given examples. Further, as indicated in the claims, 
adding albumin is not a necessary step in the drying process. 

As to claim 10, note the employment of a composition known to be useful for promoting 
wound healing for wound healing is seen to be obvious as discussed above. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shengjun Wang, Ph.D. whose telephone number is (703) 308- 
4554. The examiner can normally be reached on Monday-Friday from 8:30 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, can be reached on (703) 305-1877. The fax phone number for 
the organization where this application or proceeding is assigned is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1235. 




Examiner 



Shengjun Wang 



March 21, 2003 



